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This submission contains an interim report for study M0380G, ‘A phase 3, randomized multicenter study of
Nutropin® [somatropin (rDNA origin) for injection] treatment at two dosage levels in pubertal children with
growth hormone deficiency.’ The sponsor is proposing a new dosage regimen of 0.7 mg/kg/wk divided
into daily SC injections for pubertal children, which is about double the currently recommended maximum
pediatric dose of 0.3 mg/kg/wk divided into daily SC injections. The proposed labeling changes are in the
‘Efficacy Studies' and ‘Dosage’ sections only. The data collected in the study were clinical endpoints,

including final helght. growth rate, and IGF-1 levels; no pharmacokinetic data for growth hormone had
been collected in the study. Therefore, a formal review of this submission by The Office of Chmcal
Pharmacology and Biopharmaceutics is not necessary.
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